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Public Health Service ~ \

DEPARTMENT OF HEALTH & HUMAN SERVICES ~OOdund Drug Adminis[rtiti~~n #

BRefer to: CFN 1I 16776 13;ll[imorc District
CFN 1150015 900 ~Madison Avenue

Baltimore. ~1.~ryland 2120 I

Tckphonc: (4 10) 962-4040

June 27.19°7

iMr. Alexander P. Dyer, President
The BOC Group, l,Ic,
100 W’estTenth Street
Wilmington, Delaware 19891

Ikr &[r. Dyer:

‘l-hc Fwd and Drug Administration {FDA) conducted inspections of )’our llo(~ Gtiscs. Inc..

IIopcwcll. Virginia and Richmond. Virginia facilities on May 30. IW7 and .lunc 2-3. 1(197.
rcspcctif”cl~. During the inspections. it ~va.scictcrmincd that ;’(lur 1Iopuifcll t\]cilil) IIlanul’:lctllrcs
bulk C’arbo-n Dioxide [hat is distributed :1s “Carbon Dioxide U, S,P,,” {Imcdic:ll gus. b}’ your
Richmond P~cility. Wc have determined that the Carbon Dioxide is intended !i~r human drug usc
a;,d meets the definition ofa drug under Section 201(g) ot’ the Federal I;md. [)rug. ilnd C’osmctic
,.\ct (the Act). The article, Carbon Dioxide, is misbranded within thu meaning ~~t”Section 502(0)
ut” the Act. in that it was manufactured tit your Hopcwcl[ facilit)’. an cstublishmcnt not duly

rcgistcrcd under Section 5 IO(C)and (d) ofthe Act. and [hc article IILISnot been listed us required
by Section 5 10(j).

WCackno~vlcdge receipt of your letter datwl June 16, 1997, in response to the I;13A inspection

conducted at your Richmond facility. We have rcvictt’cd your letter and do not ;Igrcc with your

response to FDA 483 item Jb. The fact (hat }’our Richmond. Virginia !~~cilit!’.~~r(~thet- t’acility
recci}.ing Carbon Dioxide intended for human drug USC.tests the drug prtduc[ t~~show it mcc[s
U.S. P. rcquircmcnts, does not exempt BOC Gwcs of its rcsponsihility ttl rcgis[cr iIll drug
manufacturing facilities as required by Section 5 IO ot”thc Act, and [(l Iis[ [l~curticlc in
accordance with Section 5 10(j) .

Wc tire uwwc that over the past several yctirs, ttwrc htis been a lit~~ny(~t’ct~rrcsp~}tl~icllcu(ct~pics

cncloscd) bctwwn AIRCO Medical CJtises (HOC Gases). the FDA. tind lkl~lrk [., lt~.kot”t’ut’ Keller
and Hwkman. regarding the registration ond listing of BOC Gasus bulk C:lrbt)n Dit]xidc
rnwlufacturing facilities. [n an August 29, 1989 Icttcr from Mr. Jt~hn Willcnt>r~)ck. BOC’ Gwws

D

informul FDA that it had dctcrmirwd that its Curbon Dioxide pltints do no( rcquiru rcgistrati~~n
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with the FDA, as they manufacture no finished pharmaceuticals for delivery [o users. [n the

same letter, however, BOC Gases admitted that some of its bulk Carbon Dioxide is sold to
cylinder tilling plants which distribute the article for medical USC,

Subsequently, FDA advised BOC Gases by letters da[ed June 23, 1992. Januarv Ic]. 1993. and a
Warning Letter dated February 19, 1993, that because a portion of i(s bulk Carbon Dioxide was

.

intended for human drug use, BOC Gases Carbon Dioxide met the definition of a drug under

Section 201 (g) of the Act. In addition, BOC Gases was advised [hat it is required to register its
Carbon Dioxide manufacturing/packing establishi:nts, list Carbon Dioxide as :1drug product.
and comply with all other applicable requirements of the Act and its rcgula[ions. ‘[-IICFDA
further udviscd B(3C Gases that its Carbon Dioxide is not subjcc( to [hc rcquircn]cnts ot’ the ;\c I.
only it’ the liquid Carbon Dioxide is labeled “For Industrial Usc Onl)” und I1(J[M)ld tt) tirms i“ur
lllling tind distribution for medical uses. The most rcccnt FDA Icttur. da[d !$cptcn~txr 20. 1994.
informed ~Mr.ttzkoff that because BOC Gases distributes Carbon Dioxide [t) tirms iil~ich
distribute the article for medical use, BOC must comply with the requircmcn[s t)!. [hc ~\ct,
Currently FDA has not changed its position regarding your requirement to rcgis(cr Curbon

Dioxide manufacturing facilities and list Carbon Dioxide as a drug product. “l”l\is is [:t.):\”s

formal position,

W’e arc aware that shipments of industrial grade Carbon Dioxide arc also rccci~’cd at your

Richmond facility from your Bal[imorc. Maryland production I’acilit>. and [hat thu Curbon
Dioxide is not certified to bc medical grade, Your Richmond. Virginia /ilcil it! c~~nnot i]ssure

[hat the industrial grade Cm-bon Dioxide it receives from your suppliers to m~nuti~c[urc a ~irug

for human use meets U.S. P. ancilor your spccitications upon receipt. Thcrct”orc. tl~c ~~lticlc.

Carbon Dioxide U. S. P., is aciultcrated ~~i[hin the meaning of Section 501( L1)(2)(D)ot the Act. in
that it is a drug, and the methods used in, or the facilities or controls used t~]r. its monutticturc.

processing, packing, or holding do not conform to or arc not operatwi {lr wltninisturc~l in

conformity with current GMPs to assure that such drug meets the requircmen~s ot. the Act as to
[he sat’ety and has [he identity and strength, and meets the quality and puri[y ch~lri~c[eristics.
which i[ purports or is represented to possess.

The above listed violations arc not intended to be an all-i nclusi~’e list t]t’dcticicncics at your
t’acilitics. [t is your responsibility to assure that your establishments urc in con~plit~ncu with :]11
requirements of the t’cderal regulations. Federal agencies are advised uf the issuunce 01’:]11

Warning Letters about drugs and dcviccs so that they may [akc this inti)rnlutiull int(> ;Iccount
when considering the award of contracts,

By copy ot’this letter, we are advising the Health Care Financing Adn~inistrti[i(~[~ ( I-IC’I;A) th:lt
our inspections revealed significant deviations from the Act, They may eluct ((}dct~r or

discontinue payment for any hctilth care product in violation o!”stutc or !ticlurol l;I\k.
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YOUshould take prompt action to correct these deviations, F~lilurc [t) do so mav rcsull in.
regulatory action without further notice, such as seizure and/or in.junctit~n.

You should notify this office in wTiting,within 15 working davs ot’receipt (~t’this letter. of.
specitlc steps you have taken to correct the noted violations and to prci’ent [heir rccurwnce. [f
corrective action cannot be completed within 15 days. state the rei~son it~r the dcluy and the time
within which the comections will be completed.

Your reply should be sent to the Food and Drug Administration, Richmond Resident Post.
10710 Midlothian Turnpike, Suite 424, Richmond, Virginia 23235, tt~ {he attention oI” Scott .J.

iMaclntire, Compliance Officer.

Sinccrcly,

Enclosures

cc: ~ls, Debbie Cupuuno
Nluntigcr, FD~\ Compliuncc
BOC Gases, inc.
575 Mountain Avenue

Nlurra}’ Hill. Ncw Jersey 07974

Virginia Board of Pharmacy
6606 West Broad Street
Richmond, VA 23230-1717



D
bee: EI file, HFR-MA1, HFR-MA200, HFR-MA240 (Simmons), HFR-MA250

(Wiedman), HFA-224, HFC-2 10, HFI-35 (purged), HFC-240. HFD-300, HFR-

MA2545, HFR-MA295, HFR-MAI 50, HFR-MA350

Mr. Dennis Carroll
Associate Regional Administrator
HCFA
Room 3100
3535 Market Street
Philadelphia, PA 19101 (purged)

TRACKING #: 97-BLT-40


